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510(k) Summary
Prepared August 22, 2011 SEP 1 6 2011

1. Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
1230 Shorebird Way
Mountain View, California 94043

C ontact Person: Shelly Pearce
Telephone: (650) 694-5988
Fax: (650) 694-5580

Submission Date: August 22, 2011

2. Device Name: Acuson S2 00 QTm Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System

Classification:

Regulatory Class: II
Review Category: Tier 11
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FIR #892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FIR #892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FIR #892.1570 Product Code 90-ITX
Diagnostic Ultrasound Catheter FIR # 870.1200 Product Code OBJ

3. Legally Marketed Predicate Devices

The modified Acuson S2000 TM Ultrasound System is substantially equivalent to the the
company's own Acuson Antares and S2000 Ultrasound Systems.

4. Device Description:

The S2000Tm Ultrasound System is a multi-purpose mobile, software controlled diagnostic
ultrasound system with and on-screen display for thermal and mechanical indices related to
potential blo-effect mechanisms, Its function is to acquire primary or secondary harmonic
ultrasound echo data and display it in B-Mode, M-Mode, Pulsed (PW) Doppler Mode,
Continuous (CW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a combination
of modes, or Harmonic Imaging and 3D/4D Imaging on a Flat Panel Display. It is substantially
equivalent to our current S2000 product (K093812, K090334, K072786, K081 148), and
Siemens V7M (K063085), AcuNav 8F and AcuNav 1lOF (K071234) transducers. These
predicates are legally marketed devices.

5. Intended Use

The 520007M ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, lntraolperative, Pediatric, Small Parts. Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.
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The system also provides the ability to measure anatomical structures {fetal, abdominal,
intraolperative, intraolperative neurological, pediatric, small organ, neonatal cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac) and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data Obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to
measure Intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the "ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for
Vascular Imaging".

The Acuson Acunav Ultrsound Catheter is intended for intra-cardiac and intra-luminal
visualization of cardiac and great vessel anatomy and physiology, as well as
visualization of other devices in the heart of adult and pediatric patients.

6. Summary of Technological Characteristics - New Device Compared to Predicate

Acuson Acuson
Feature I Characteristic Acsn AntaresS2000 K# 063803

Indications for Use:

* Fetli 4
*Abdominal

* ntraolperative abdominal and4
vascular

* intraciperative neurolcgical -

* Pediatric '

Small Organ

* Neonatal cephalic4

*Adult Cepalc

Cardiac

*Trans-esophageal

* Transrectal4
* Transvaginal

* Peripheral vessel

* Laparoscopic.--

* Musculo-skelelal (conventional) '

a Musculo-skeletal (superficial) ______

Center Frequencies Supported:

*2.0 MHz

*3.0 Hz

* 3.2Mfz 'z

3 33MHz ~
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Feature ICharacteristic Acuson Antares
32 000 A#n06380

*f 4.2 MHzVV
4 44MHz

4.8 MHz

5. vMHz

*5.2 MHz

*6.0 MHz "

*6.5MfvHz

*6.9 MHz

*9.5 MHz V
*10.0 MHz4-

Modes:

V
* Parallel processing in B mode4V

M
*PY/D (Pulsed Wave Doppler)

*CWD (Continuous Wave floppier)V

D (Color Doppler)44

*Amplitude DopplerV4

*Combined (BMDC) V
Output Display Standard (Track 3) '

Patient Contact Materials Tested to ISO Tested to so
10993-1 09-

UlL 60601 -1 Certified q

7. A brief discussion of nonclinical tests submitted, referenced, or relied on in
the 510(k) for a determination of substantial equivalence.
The device has been evaluated for acoustic output, biocompatibility, cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic and mechanical safety and has
been found to conform with applicable medical device safety standards. The system complies
with the following voluntary standards:

*UL 60601-1, Safety Requirements for Medical Equipment
I EG 60601-2-37 Diagnostic Ultrasound Safety Standards

*CSA 022.2 No. 601-1, Safety Requirements for Medical Equipment
* AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
* AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound

*93/42/EEC Medical Devices Directive
*Safety and EMC Requirements for Medical Equipment

*EN/lEO 60601-1
*EN/lEC 60601-1-1
*EN/lEG 60601-1-2

* EG 1157 Declaration of Acoustic Power
*ISO 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.
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B. A summary discussion of the clinical tests submitted, referenced, or relied on for a
determination of substantial equivalence.
Since the 32000 uses the same technology and principles as existing devices, clinical data is
not required.

9. Summary
Intended uses and other key features are consistent with traditional clinical practice and FDA
guidelines. The design and development process of the manufacturer conforms with 21 CFR
820 Quality System Regulation and ISO 13485:2003 quality system standards. The product is
designed to conform with applicable medical device safety standards and compliance is verified
through independent evaluation with ongoing factory surveillance. Diagnostic ultrasound has
accumulated a long history of safe and effective performance. Therefore it is the opinion
of Siemens Medical that the 32000 is substantially equivalent with respect to safety
and effectiveness to devices currently cleared for market.
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DEPARTMENT OF HEALTH & HUMIAN SERVICES PLblic Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Siemens iMedical SOILtiins USA, tilc., Ultrasound Group
%/ Mrl. tMark Job
Res ponsile Th ird P arty 0O[tic i al
ReguLlatory Technology Services LL1C
1394 25ih Street NW
BUFFALO MIN 55313 .2

Re: K1 12596
Trade/Device Name: ACUSON S2000TrM Diagnostic Systemn
Reoulation Nu-mber: 21 CFR 1550
ReauLlation Namec: Ultrasonic plsedI dopptlr 1111imin system
Regulatory Class: 11
ProdcLIt Code: LYN, I YO, and ITX
Dated: September 6. 2011
Received: Septemrber 7, 201

Dear- Mr. Job:

\We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equlivalent (for1 thle
indications for Use stated in the enclosurIe) to legally marketed predicate devices marketed in
interstate commerce prior to tMay 28, 1976, the enactment date of thle MeIdical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of thle
Federal Food, Drug, and Cosmetic Act (Act). YOU may. therefore, market the device, subject to
thle general controls provisions of the Act. The general controls provisions of the Act include
req iirenients for alnual registration, listing of devices, good manu11Lfatl~uring practice, labeling,
and prohibitions again1st mPisbranding and adulteration.

This determination Of' substantial equivalence applies to the following transduLcers intended for
uIse with the ACUSON S2000ThII Diagnostic System. as described inl your premarket notification:

Transducer tModel Number

CW2 6C I L ID Curved Array 8V3 Phased Array
CW5 4V1 I Phased Array 4V I c Phased Array

EC9-4 Curved Array 10V4 Phased Array 6L3
9L4 Linear Array 14L-5 SB Linear Array V SC4

14L-5 MtIlti-D Array 7CF2 Curved Array V71\M TEE
I 4L-513V Mullti-D Array 9EVF4 Curved Array AcuNav 81F

4P I Phased Array VStMs Mu~tltiplane TFEE AcuINaV 10OF
6C2 Curved Array I 7L51[DS Linear Anrav
4C I Ctirved Array 18L-6 Linear Array



If vowH device is classified (see above) int either class 11 (Special Controls) or class [I (I.IA).
it may be Subject to Such additional controlIs. Existirn maj or regal ations affecting your device
Canl be found in the Code of Federal Regulations, Title 2 1. Parts 800 to 895. In addition, FDA
may publish frther announcements concerning y'our device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mecan
that FDA has mnade a determination that your device complies with other requirements of the Act
or anyv Federal statties and regulations administered by other Federal agencies. You must
comply with all the Act's req niirments. including, but not li mi ted to: registration and listing (2 1
CFR Part 807); labeling (21 CFR Part 801); good marnufacturing practice requiremoents as set
forth in the quality systemis (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin markcting your device as described in yotur ptrmarket
notification. Thie FDA finding of'substantial eq ui valeceC Of younr device to a legally marketed
predicate device results in a classification for your device and thus permits your' device to
proceed to market.

If you desire specific advice for Your (device On our labeling regulation (21 CER Part 801), please
go to hittp)://www.fdal. uov/AboLutF DA/CenitersO fIiccs/CDR'I-[/CDPvF[Otlfices/uicmi 15809.hitm for
the Center for Devices and Radiological HeIalth's (CDRI-I's) Office of Compliance. Also, please
note thle regulation entitled, 'Misbranding by reference to premarket notification' (21 CFR Part
807.97). For questions regarding the reporting of adverse events Under the M4DR regulation (2 1
CFR Part 803), please go to

htt//xx~vv~fa~gv/Nedcalevies/afev/Rpota~oblm/dlj~lt tmfor the CDRH's Office
of Surveillance and Biometrics/Division of Postmiarket Surveillance.

If You have any questions regarding the content of this letter, please contact Lauren f-efner at
(301) 796-688 1.

Sincerely Yours,

V7 7

Mary S. Pastel, Sc.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)
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FDA CDRH DMC
1.3 Indications for Use SP0 21
A. 51 0(k) Number (if known):

Device Name: S2000' mciagnostic Ultrasound System Rteceived
Indications for Use:
The S 2 0 0 0 TM ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, lntraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.

The system also provides the ability to measure anat omical structures {fetal, abdominal,
intraolperative, intraolperative neurological, pediatric, small organ, neonatal cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac) and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to
measure Intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the "ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for
Vascular Imaging".

The Acuson Acunav Ultrsound Catheter is intended for intra-cardiac and intra-luminal
visualization of cardiac and great vessel anatomy and physiology, as well as
visualization of other devices in the heart of adult and pediatric patients.

Prescription Use __X__ AND/OR Over-The-Counter Use ____

(Part 21CFR 801 SubpartD)- (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

a zt
Division Sign-O

Office of In Vitro Diagnostic Device Evaluation and Safety

510 (k) 41Q59Page 1 of _

S2000 510(k) Submission Page 14 of 54



Page 15 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

1.3 Indications for Use Forms

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: ACUSON S2000 Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ _________

Ampltud -. 10tt Colord Ohe
Clinical Application A B Mj PVVD CWD Color Amplue (SpCmindteriy

BIo p Doppler Imag Sp ciny (Specify)

OphthalmicI

Feta P P P P P BVIDC Note 2,2345,7,8,10,
Fetal~ ~ PBMDC 11,13

AbdoinalP P MDC Note 2,3,4,5,7,8, 10,
Abdoina -p p p p P MOC 11,13,16

lntraoiperative P P P P P P SMG Note 2,3,4,5,7,8,10,
(Note 9) - lvD 11, 14
lntraoperative - P P P P PMD Note 2,3,4,5,7,8, 10,
Neuroloqical SMC 11,14

Pediaric P P P PNote 2,3,4,5,7,8, 10,

Small Organ P P P P P P SMOC Note 2,3,4,5,7,8,10,
(Note 1) -11,14,16

-Neonatal Cephalic P P P P P P SMDC Note 2,3,4,5,7,8, 10

-Adult Cephalic - P P P P P P SMOIC Note 2.3.4,5,7,8, 10

CricP P P P P P BMC Note
Cardia SMOG 2,3,4.5.6,7,8,10,15

Trans-esophageal P P P P P P SMOG Note 4

TasetlP P P P P BMC Note 2.3,4,5,7,8,10.
TrasretaiSMO 11,14

Transvaginal P P P P P SMOC Note 2,3,4,5,7,8, 10,
11

-Transurethiral
Intravascular

PrpeaveslP P P P P P BMC Note2,3,4,5,6,7,8,10,
Perihera vesel -SMOG 11,14,15

-La parosco pic
Musculo-skeletal - P P P P P P SMC Note 2,3.4,5,7,8,10,

-Conventional BMC 11,14
Musculo-skeletal P P P P P P BMC Note 2,3,4,5,7,8,10,

-Superficial SM1 11,14
Other (specify) - P P P P P P SMOG Note 3,4,6, 10
LNeonta Cada I______

N = new indication: P= previously cleared by FDA l0305 Kl383 Kl26 K081148, K082142, K090334, K093812, XII 1674

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging Note 6 Cadence contrast agent imaging
Note 7 S&W SieScape panoramic imaging NoteS8 Power SieScape panoramic imaging
Note 9 For example: vascular, abdominal Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 13 STIC
Note 14 eSier"' Touch elasticity imaging / ETI Note 15 AHP
Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

~ Prescription Use (Part 21GER 801 Subpart D)

(Divisi Sign-0f

Offce of In V~tro Diagnostic Device E alu tinln Safety
91Ea so Page 15 of 54
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Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: OW?2 Probe for use wvith ACUSON 32000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClnialApliaion .7 7 M VDCA/ Color Am p1it u de VCloir Combined Other
ClnialApliafonPW CVD Doppler Doppler Imainga (Specify) (Specify)

Ophthalmic
Fetal P
Abdominal P
Intraoperative
(Note 9)
Intraolperative
Neurological
Pediatric P
Small Organ
(Note 1)
-Neonatal Cephalic P
-Adult Cephalic P
-Cardiac P
-Trans-esophageal __

-Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P
Laparoscopicd
Musculo-skeletal
Conventional
Musculo-skeletalP
Superficial
Other (specify) ______________________________

N = new indication: P= previously cleared by FDA K# 063803, K072786, K081148, K082142, K090334. . K093812. K1 11674

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 9 For example: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH-, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Padt 21CFR 801 Subpart D)

5tIISn Siign-Off)
Diiio f idiological Devices

Office of in Vitro Diagnostic Device Evaluation and Safety

510K A /5

S2000 510(k) Submission Page 16 of 54
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Diagnostic IJltrasound Indications for Use Form

510 (k) Number (if known):

Device Name: CY/ij pr ,oe ;or use vit~h AC-USOP! 52000

intended use: Ultrasound imaging or fluid flow analysis or the human body as follows.

Mode of Operation

Colo r Amplitude Color Combined Other
Clinical Application A B M PWD CWD Doppler Doppler Velocity (Specify) (Specify)

SmallmOrgan

NOatChalic ___

AdualtCpai P

TFectal
Asvainal -

Inravpaular

Petriperal veseP
Lapurooic

Ceonvetial -phalic 
-

Ausulo-ephal

aSu ecial - -

Aditgionalomns

INle 9 Folr eape aclrboia

PrscipiovUeePatIFR80nSbprt0

supeDevices

N~ ~~~~~~~~~~~Ofc of Inw Vitroton Digosi Devicesl Evaluatio and Safety83'O2 0148 0242 003.,K982, 17

Ad2iiona Com(entsub iso:o1 f5
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 209-4 Curved Array Transducer for use with ACUSON 82G00
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M PD CD Color Amplitude Veloit Combined Other
DopeIope Imaging (Specify) (Specify)

Ophthalmic
Fetal P p P 2 P SMDC Note 2.3,4,5,7,8, 10, 11Abdominal p p p P p BMDC Note 2,3,4,5,6_7,8, 10, 1,
lntraolperative
Abdominal
Intraolperative
Neurolo ical
Pediatric

Smallsran P P p p p SMDC Note 2,3,4,5,6,7,8,10, ,1
Nronvaial ehd P P p p P BMDC Note 2,3,4,5,7,8,101
TAuephali

Peira vessael

Mutasculseal

Conventional
Musculo-skeletal

Other (specify)
IN = new indication; P =previously cleared by FDA K# 063803, K072786, K081 148, K082142, K090334, K093812, K1 11674
Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 30 imaging
Note 6 Cadence contrast agent imaging
Note 7 B&WV SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSieTM Touch elasticity imaging / FTI

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)
Prescription Use (Part 21CFR 801 Subpart D)

Divi o adigicl eicsPae 8of5
Office of In Vitro Diagnostic Device Evaluation and Safety
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 9L4 Linear Array Trndcrfor use with ACUSON 32000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

Clinical Application A B M PWD CWD Color Amplitude Veinlir Combined Other
Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal P P P P P B MDC Note 2,3,4,5,7,8,10, 11

Abdormal
lntraoperatiVe
Abdominal
lntraoperative
Neurological

NPednewrindctin P prvoul clae by FDAC Kot 0608,K0236,4,548,0712K90 , 098, Ki 11

S addiOgn Comments:67,,1, 
1,

Note 1 Fo empe brat tets throd penis prsaeec

NoutCep2Esebeaisularoiciagn

rNosv 3Scapera-ie3lmgn
TrNout 6 adec otat gnmgn

Nte 10 CulariyVvaclrehneettcnlgDiiinRiooiaDvcs

Mucl-kltlP P PPPiNote 15,,.,781,1 1HP

oeti6CutmTiseamgngl0

(PLEASEkea DO NO WRT BEO THI LIN-CNTNU ONt ANOTHER6PAGEIFNEEDED)

Prescriptio UsC(arm2CFe81nubar:0

Soe20 51semb) tsumission Page19ifn5
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Diagnostic Ultrasound Indications for Use Form

5 10 (k) Number (if known):

Device Name: 14L-5,Multi-O Array Transducer for use with ACUSON 3200
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A 8 M PWD CW Color Amplitude Veloit Combined Other
Doppler Doppler Imaging (specify) (Specify)

OphthalmicImgn
Fetal
Abdominal
lntraoperative
Abdominal
Intraopierative
Neurolo icat
Pediatric
Small Organ P P P P p aBoc Noe2.3.4.5,.810,
(Note 1)1.46
Neonatal Cephalic
Adult Cephalic
Cardiac

Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P p P BMvDC Note 2,3,4,5,6,

7,8,10, 11,14
ILaparoscopic
Musculo-slceletal P lvC Note 2,3,4,5,7,3,10,
Conventional 11, 14
M usculo-skeletalI
Superficial
Other (specify)

N = new indication: P =previously cleared by FDA K# 063085, K072786, K081 148, K082142, K<090334, 1<093812,1<111614
Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology of In Divisi 1DM n
Note 11 Advanced Sieclear spatial compounding Ofieo nVitro Diofago ogica Device autsNote 14 eSielm Touch elasticity imaging / FTIonadSft
Note 16 Custom Tissue Imaging 51Q 5 G

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEE'DED7

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21CFR 801 Subpart D)

S2000 510(k) Submission Page 20 of 54
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 14AL52V Multi-D Array Transducer for use with ACUSON 52000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

Color Amplitude Color Combined Other
Clinical Application A B{M PWD CWD Doppler Doppler Veoiy (Specify) (Specify)

2.Imaging

Ophthalmic
Fetal
Abdominal
l ntraoperative
Abdominal
lntraoperative
Neurological
Pediatric
Small -Organ P MC Note 2,3,4,5,7,8,10,

(Note 1) MC 1,46

Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic- - -

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial-

EOther _(Specify) -I__---- ____

N = new indication; P = previously cleared by FDA K# 081148, K093812, K1 11674

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate. etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology

Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imagingL 4 5 t6
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging Division of Raionsgicalt)e~
Note 10 Clarify VE vascular enhancement technology Office of In Vitro Diagnostic Device Evaluation and Safety
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie T4 Touch elasticity imaging!/ FTI 510K A /, 5 G
Note 15 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)

S2000 510(k) Submission Page 21 of 54
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Diagnostic Ultrasound Indications for Use Form

510 (k<) Number (if known):

Device Name: 4P1 Phased Array Transducer for use with ACUSON 32000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M PWD CWD oplor Amplitude Veloit Combined Other
Doper Doppler Veoiy(Specify) (Specify

I I I Imaging f

Ophthalmic
Fetal P p P p P p SMDC Note 2,3,4,5.7,8,10Q
Abdominal P p P p p p EMOC Note 2,3,4,5,7,8,10
lintraoperative
Abdominal
lntraoperative
Neurological
Pediatric
Small Organ
NeonatalCephalic

Ault Cephali P p p p p P AMOIC Note 2,3.4,5,7, 8,l10
Cardiac P P P P P P BMDC Note 2,3,4,5,6,7,8, 10
Trans-esophageal
Transrectal

Transure2thral
Intrav/ascular
Peripheral vessel
Laparoscopic
Musculo-skeletal

Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P= previously cleared by FDA K# 063803, K072786, K<081148, K082142,1K090334,1K093812,1<1 11674
Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology __________________

Note 5 3-Scape real-time 3D imaging (isoSgn-01f
Note 6 Cadence contrast agent imaging Dmsion of Radiologicat Devices
Note 7 B&W SieScape panoramic imaging Office Of In W~ro Diagnostic Device Evaluation and Safety
NoteS8 Power SieScape panoramic imaging J ,
Note 10 Clarify VE vascular enhancement technology 510K r\// Z S / '-

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21GFR 801 Subpart D)

S2000 510(k) Submission Page 22 of 54



Siemens Medical Solutions, Inc. Pae25o 2 2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10 (k) Number (if known):

Device Name: 5--2 Curved Array Transducer [Or use with ACUSON 32000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B MI P'PO CWD Color Amplitude Veloit Combined Other
Doppler Doppler agloing (Specify) (Specify)

Ophthalmic
F ~eta P P P P (VIDCNote 2,3.4,5,7,8, 10,

Note 2,3A45.7,8, 10,

Abdominal P P P p P 13MO1C 11, 14, 16

ntraoperative
Abdominal
lntraoperati~e-
Neurological

Pediatric P P P P P SMOIC N t ,,,,,,0

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
1r11I UTransrectal

Transvaginal
Trans ureth ral
Intravascular Note 2,3,4,5,7,8.10,

Peripheral vessel P P P P P MOC 1

Laparoscopic
Musculo-skeletal

[Conventional
Musculo-skeletal
Su erficial

Other (specify)J I

N = new indication: P previously cleared by FDA K# 063085, K072786, K081 148, K082142, K090334, K093812. K1 11674

Additional Comments:
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note?7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging 

5
Note 10 Clarify yE vascular enhancement technology ~ ~ ~ n~f~f

Note 11 Advanced Sieclear spatial compounding Offoe f I VrOf Diaogeicej EvluDOnOdSaft

Note 14 eSiem Touch elasticity imaging / FTI Of~ fI'to09dlcDm vlainedsft

Note 16 Custom Tissue Imaging 5I0K f /Z 7

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Part 21CFR 801 Subpart D)
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Page 24 of 527
Siemens Medicai Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4C1 Curved Array Transducer 'or use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clncl plctin A B W WD Color Am Ppt ude Vlc,1iy Combined Other
Clni alA lcaio B M WD C Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal P P P p pp BD Note 2,3,4,5,7,8,10,
BMC 11

Abdominal P P p P p p BD Note2345678
10, 11, 14, 16

Intraoperative
Abdominal
lntraoperative
NeuoI cal
Pediatric
Small Organ P p p p p P BMDC
Neonatal Cephalic
Adult Cephalic
Cardiac P P p p p p BD
Trans-esophageal
Transrectal
Transvagina
Transurethral
Intravascular
Peripheral vessel P p p p p P BMDC
Laparoscopic
Musculo-skeletal
Conventional
M uscu 10-skeletal
Su erficial

Ote secify)
N = new indication: P previously cleared by FDA K# 063085, K(072786, K081148T K082142.1K090334,1K093812,111674

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging 2Note 6 Cadence contrast agent imaging
Note 7 B&WV SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging (Ofi'on Sign-off)
Note 10 Clarify VE vascular enhancement technology Ofieo nDimiino Radiologicau Devrcas

fieoinVitro Olagnostic Device Evaluation and SafeyNote 11 Advanced Sieclear spatial compounding
Note 14 eSie m Touch elasticity imaging / FTI
Note 16 Custom Tissue Imaging 51OK ________________

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of rn Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21CFR 801 Subpart D)

S2000 510(k) Submission Page 24 of 54



Page 25 of 52?
Siemens Medicai Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 6C !HD Curved Array Transducer for use witlh ACUSON 32000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ _________

ClnialAplcaio A 6 NIPW CD Color iAmplitude Veloit Combined I Other
ClnialAplcain B M PW CD Doppler }Doppler Imagloing (Specify) j Specify)

Ophthalmic- -

Y Y 'f N' N' Y M Note 2,34A5,7,810,
Fetal 11O

Abdominal Y Y BMDOC Note2,3,4,5,6,7,8,

lnritraoperative 
1 .1 ,1 ,1

Abdominal
lntraolperative
Neurological- - -

Pediatric
Small Organ - ' N' N' N' N' NNIOC

Neonatal Cephalic

Adult Cephalic -BDC 
_________

Cardiac N Y Y Y Y BD

-Trans-esophageal
Tranrectal
Transvaginal- ____

Transurethral

Intravascu lar
Peripheral vessel N' N' N' N' N' N' BNMOC _____

Laparoscopic
tMusculo-skeletal
Conventional
Musculo-skeletal ___I____ ____

Superficial -

Other (specify) ____________

N = new indication; P =previously cleared by FDA K# 111674

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&VV SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging 'ov o ig i
Note 10 Clarify yE vascular enhancement technology (Divi n of igoffalD)q

Note 11 Advanced Sieclear spatial compounding Ofic ofI iroDansiDevicaevindsaft

Note 14 eSie17 Touch elasticity imaging/I FTIOfieoinAt DaoscDfeEvltonndSey

Note 16 Custom Tissue Imaging 510K_ /pr9 ,r

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)
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Page 26 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k ) Number (if known):

Device Name: 4'/1 Phased Array Transducer for use Wit ACUSON S2000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A 8 M PWD CVVD Color Amplitude Clr Combined I OtherL )j Doppler Doppler Veoiy(Specify) (Specify)
11 O phthalm ic _ F T _ __ ________________ __________________________

Fetal P P P P p SMDC Noe234780
Abdominal p P P p P BMDC Nt ,,,,,,0

lntraoperative
Abdominal
lntraopberative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic

-Cardiac
Trans-esophageal
Transrectal
Transvaginal

-Transurethral
-Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional

Superficial
Other (specify)

N = new indication; P zpreviously cleared by FDA K# 063085, K072786, K081 148. K082142, KO934 K031,K 174

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology D""(D, iJ in fNote 11 Advanced Sieclear spatial compounding Divsion o Radiological Device,
Note 14 eSiem Touch elasticity imaging / FTI Office of in vitro Diagnostic Devie Evaluation and SafetyNote 16 Custom Tissue Imaging

510K '_ II Qs7IS _
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21GFR 801 Subpart D)

S2000 510(k) Submission Page 26 of 54



Page 27 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 1 0O/4 Phased Array Transducer for use with ACUSON 32000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ __________

Color ~ ~ Clor Cmie te
Clinical Application A B M PWD CVVD Clr Amplitude Velocity Combcined Othder

I oppler Doplr imaging iy

Ophthalmic _T__________________

Fetal P P P P P P BMVDC Note 2,3,4,5,7,8,10
Abdominal P P P p P P BMDC Note 2.3,4,5,7,8,10
lntraoperative
Abdominal
lntraopierative
Neurological
Pediatric P P P P p P BMVDC Note 2,34,5,7,8,10

-Small Organ
-Neonatal Cephalic P P P P P p BMDC Note 2,3,45,7,.10

Adult CephalicI
Cardiac P P P P P P SMOC Note 3A4

-Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P P P P P P SMOC Note 2,3,4,5,7,8,10

-Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
-Superficial
Other (specify)

N = new indication; P =previously cleared by FDA K# 063085, K072786, K081148, K082142, K090334, K093812, K1 11674

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi view spatial compounding
Note 4 Tissue Equalization Technology (Dims n Sign-Off)
Note 5 3-Scape real-time 3D imaging Division of aldiologicaJ Devices
Note 7 B&W SieScape panoramic imaging office of in Vitro Diagnostic Device Evaluation and Safety
NoteS8 Power SieScape panoramic imaging
Note 10 Clarify yE vascular enhancement technology 510K

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

Prescription Use (Part 21 CER 801 Subpart D)

S2000 510(k) Submission Page 27 of 54



Page 28 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
-Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 14L-5 SP Linear, Array Transducer For use with ACUSON 32000
indications For Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

____ ____________ Mode of Operation ______________

Clinical Application CoojAmltd Color Cmid Ote
A PDCW JDoppler Doppler Velocity (Specify) (Specify)

Ophthalmic
Fetal
Abdominal
lntraoperative P P P P P BMDC Note 2,3,4,5,7,8,10
(Note 9)
INreuroial P P P P P BMDC Note 2,3,4,5,7,8,10,

Pediatric
Small Organ P P P P P BMDC Note 2,3,4,5,,,0
(Note 1) _____ _______11,14, 16

-Neonatal Cephalic
Adult Cephalic
-Cardiac - P P P P P MBMDC Note 15
-Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peihrlvessel P P P P P BMDC Note2,3,4,5,6
Periphral 78,10, 11,14,15

Laparoscopic
Musculo-skeletal P MC Note 2,3.4,5,7.8,10,
Conventional 1 MC 1,14
M usculo-skeletal

Othr_(specfy) __

N = new indication: P =previously cleared by FDA K# 063085, K072786, K08I1148, K082142, K090334, K093812, K1 11674

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 15 AHP
Note 2 Ensemble tissue harmonic imaging Note 16 Custom Tissue Imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging 1
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
NoteS8 Power SieScape panoramic imaging Sio S gn ot
Note 9 For example: vascular, abdominal OfieOfI iro Of89 Radlogiej Devices
Note 10 Clarify yE vascular enhancement technology OfcofIvirDagstcDevce Evaluation and Safety
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie"i Touch elasticity imaging / FTI91K

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)

S2000 510(k) Submission Page 28 of 54



Page 29 of 527

Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 7CF2 Curved array mechanical 3D transducer' for use with AcUO 8200

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clnca pliaio M PDCWD Color Amplitude Veloit Combined Other
ClnialApliaio A B PDDoppler Doppler Imaging (Specify) (Specify)

Ophthalmic Noe2,3.4,5,7.8,10,

Fetal P P P p P BMDC 11,13

I P P PP PBMD ote 2,34,57,810,

AbdominalP P PP PBD 11, 13

IntraolperatiVe
Abdominal

Laprosoic

Conventional
Nuotalehali
Sdul efic

trsecify)

Aditgionalomns

TrNote Esele isehroi mgn

Nonte isseEuaiaioaehnll
Note 5 -Se real-ie3imgn

Note 8 Powmer Siscape panrmic imaging Dvsoo a~oia eie

Note 311 AdvanceduSieclear spatial compounding

Note 13 B& STi ~ a panoamK imagingLv

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

Prescription Use (Part 21GFR 801 Subpart D)

S2000 510(k) Submission 
Pa ge 29 of 54



Page 30 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 9EVF4 Curved Array Transducer for use with ACUSONI S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color Cmie eClinical Application A B M PW CWD Coomle Combine OteDoppler Doppler 3 y (Specify) (Specify)

Ophthalmic
Fetal P p p p p BMDC Nt ,,578

Abdominal
lntraoperative
Abdominal
lntraoperative
Neurolo ical
Pediatric
Small Organ

Neonatal Cephalic P P p p P BMC Note234578
10,11

Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal P P P P BMD Note 2.3,4.5,7,3,BMC 10,11
Transurethral
Intravascular
Peripheral vessel

ILaparoscopic
MIusculo-skeletal
Conventional
Musculo-skeletal
Superficial

N = new indication; P =previously cleared by FDA K# 063803, K072786, K081 148, K082142' K090334' K093812, Ri 11674
Additional Comments:
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging -Note 8 Power SieScape panoramic imaging Ivsion signoM
Note 10 Clarify VE vascular enhancement technology DO fRadiofogicj DevicesNote 11 Advanced Sieclear spatial compounding Ofce of in Vntro Oiawbosthc Device Evaluation and SafetNote 13 STIC I,

510K Lua

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Padt 21 CFR 801 Stubpadt D)

S2000 510(k) Submission Page 30 of 54



Siemens Medical Solutions, Inc. Pae3 f57S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: V/5M~s Multiplane TEE TcrnsdUcrf for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

A B M PDCO Color Amltd Color Combined Other

Clinical Application Aope Bope e PWVWOjelocity (Speiy (Scf)
Dopplr Dopler Imaging eiy Seiy

Ophthalmic
Fetal 

_________

A _bdominal 
_________

Intraolperative
-Abdomninal
Intraolperative

-Neurological- -

Pediatric
S_ mall Organ
Neonatal Cephalic
Adult -Cephalc
Cardiac
Trans -esophageal _P -P P P P P BMDC Note 4

-Transrectal___ __
Transvaginal
Transurethral
I ntravas cuar

-Peripheral vessel
Laparoscopic - -

Musculo-skeletal
-Conventional
Musculo-skeletalI
Supericial - - -_______

Other (specify) __ ______ ____ ____

N = new indication; P previously cleared bytbDA K# 063803, K072786, K081148, K082142, K090334, K093812,1<111674

Additional Comments:
Note 4 Tissue Equalization Technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21CFR 801 Subpart 0)

office of in Vitro Diagmstc Device Evaluationi and Safet

510K

S2000 510(k) Submission Page 31 of 54



Page 32 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number i known):

Device Name: I TLSHDS Linear Ar ray Transducer'-cr use with ACUSOPI S2000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M PhD C'VD DColor Amplitude Veloit Comlbinedl Other
Dopier Doppler Imaging (Specy (Sef)

Ophthalmic
Fetal

Abdominal
Intraoperative
Abdominal
lntraoperative
Neurological
Pediatric
Small Organ P P P P P EMDC Note 2,3,4,5,7,8, 10
(Note 1) ___114

Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal

Transurethral
Intravascular

Peripheral vessel P P P P P BMDC Note 2.3,4,5,7, 8, 10,
_____11.14

Laparoscopic
Musculo-skeletal P P P P P BMlDC Note 2,3,4,7,8,0
Conventional 1__ 11,14
Musculo-skeletal P P P P P BMDC Note 2,3,4,5,7,8, 10,
Superficial 11,14
1Other (specify)

N = new indication; P =previously cleared by FDA K# 063085, K<072786. K082142. K090334 , K093812, K<411674

Additional Comments:
Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&VV SieScape panoramic imaging
Note B Power SieScape panoramic imaging 4
Note 10 Clarify VE vascular enhancement technology cDMvin Sgn-Of)
Note 11 Advanced Sieclear spatial compounding Dmsiono rfladjogi9ca Devices
Note 14 eSieM Touch elasticity imaging / FTI Office ofIn Vitro DagnosticDevice Evaluation and Safety

5101 Z_ __ __

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)
Prescription Use (Part 21CFR 801 Subpart D)

S2000 510(k) Submission Page 32 of 54



Siemens Medical Solutions, Inc. Pae3 f57S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 13L_6 HO Linear Array Transducer for use with ACUSON 32000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows.

Mode of Operation ____ _________

Color Amplitude Veloit Combined I Other
Clinical Application A B MI PWD OWO Doppler Dopple r Imaging (Specify) (Specify)

Ophthalmic - - - -

Fetal

Abdominal
Intraolperative
Abdominal
lntraoperative
Neurological- - -

Pediatric
Sml ra P P P P SMG Note 2,3,4,5,7,8, 10,

SNote 1 rga -M 11,4.16

Neonta Cephalic

N ~oA dltCephaic 

-
- - pPPS 

O 
oe1

Cardiac P P PPPBD

Trans-esophageal --

Transrectal ____

Transvaginal

Transurethral
Intravascular- -

P P P P P Note 2,3,4,7,8, 10,
Peripheral vessel - MOC 11,14,15

Laparoscopic- -

Musculo-skeletal P P P P BMD Note 2,3,4,57,8, 10,

Conventional BMC 11,14

Musculo-skeletal P P P P P Note 2,3,4,5,7,8,10,

Superficial SMOG 11,14

Other (specify) ____

N = new indication; P= previously cleared by FDA K<081 148, K082142, K090334. K093812,1111674

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 15 AHP

Note 2 Ensemble tissue harmonic imaging Note 16 Custom Tissue Imaging

Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging ____________________

Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging (Di iOfl Sn-otf)

Note 10 Clarify yE vascular enhancement technology OfieofI irol D1Iag ooi eica evjav dsaft

Note 11 Advanced Sieclear spatial compounding Ofc fI ir ig~c0vc v~ao n a

Note 14 eSie Tm Touch elasticity imaging! E TIL ji co

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of GDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)
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Page 34 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Namne: 3V3 Phased Akray Transducer for use with ACUSON 321000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M PWD CWD Color Amplitude \,Clo.ir Combined Other
Doppler DopeI (Specify) (Specify)

Ophthalmic
Fet P P P P p p BMvDC Note 2.3.45,7,8,10
Abdominal

lntraoperative
Abdominal
Intraolperative
Neurological
Pediatric P P pP BMIDC Note 2,3,4,5,7,8, 10
Small Organ
Neonatal Cephalic p p P P P P SMOlC Noe234,781
Adult Cephalic
Cardiac P P P P P P BMDC Nt ,,
Trans-esophageal
Transrectal
Transvaginal
Trarisurethral
Intravascu lar

rpheral vessel
La pa rosco plc
Musculo-skeletal
Conventional
Musculo-skeletal

Otherf(scify)
I entlCricP P P p p P SMOC Note 3,4,6

N = new indication: P previously cleared by FDA K# 063085, K072786. K081 148. K082142, K090334, K093812. K1 11674
Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Iio nSgnNote 7 B&VV SieScape panoramic imaging siv fdo e~eNote 8 Power SieScape panoramic imaging Office of In Vio Diagnostic Device Evajuaton, and SafetyNote 10 Clarify VE vascular enhancement technology

510K< ___________

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In Vitro Diagnostic Devices (OID)
Prescription Use (Part 21CFR 801 Subpart D)
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Siemens Medical Solutions. Inc. Pae3 f57S2000 Ultrasound System

Ultrasound Division 510(k Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: ,Vir pnas3d Ari Transdaucer tor use WIco ACUSON' 5200"'

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows.

Mode of Operation

Color Aplitude Color Cmie te

Clinical Application A B NM V CVVD olr Amplue Velocity Comabined Oteriy
Dopplr DoplerImaging(Sei) (pcfy

Ophthalmic

Fetal P, P p P P P BNvIDC Note 2 34S5Y73i1

Abdominal P P P P P P BDC Note 2 3457SlO1

lntraolperative P P P P P P BlOC Note 2 345 78l10

Abdominal
lntraopnerative P P P P P P BNIDC Note 23 45 76810

Neurolo ical

Conventional
Neotletpali

Adte phcy P P P P P P BVDC N t2 4 l l
Neonaal Caria

Kin-sohga 1167
TAditioal Comets

rNoe 2 nsele isehroi mgn

P MCNote 2 3-cp reltm 3D i7gn 8gn10

Naote c oweiec aepnrmciaig,~J)CO
Nuote 0 layVlaclrehneettcnlg 1KI,~~

O2000 510(kf) j Submission PagNoe2 3 5 of 854



Page 36 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5,10 (k) Number (if known):

Device Name: 61-3 Transdlucer for use with ACUSON 521000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clnia Apictin A CD Clor Amplitudej oo Combined Other
PWj Doppler Dopper Velgity9 (Specify) (Specify)

OphthalmicI

Fetal P P P PPB&,IDC INote 2 345 7 810,

IAbdominal
lntraopoerative - P P P P P P SMOC Note 2 34 57 8 10,
Abdominal I111
lntraoperative Pp p P P P, BM3DC Note 23 4 57 810,
Neurological ____1

Pediatric

Small Organ P P? P P P? P BMDC Note234578 10,

Neonatal Cephalic
Adult Cephalic

Cardiac ' P PP SMOAC Note 23 4 57 810
____ _______15

Trans-esophageal 4

Transvaginal
Tansurethral

I lntravascular

Periphea vese P P P P P P B.MDC Note 2 3 45 7 8 10,vperavessel11 15
Laparoscopic
Musculo-skeletal P P P P P P? BMIDC Note 2 34 5 78 10,
Conventional 11
Musculo-sketetal pp P p P P P BMODC Note 23 45 7 8 10,
Superficial T11
Other (specify) I

N = new indication; P =previously cleared by FDA I<#'s 052410, 051139, 041319, 032114, 022567. 002807, 973767, 063085.
K<090334, K093812,1<1 11674

Additional Comments:
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging ( iio ig-f
Note 10 Clarify VE vascular enhancement technology Divisi o inoff)lDvie
Note 11 Advanced Sieclear spatial compounding Office of in Vitro DigstcDieEvlanardafy
Note 15 AHP IP10tcDvc vlaadsft

510K //)f57
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH-, Office of In Vitro Diagnostic Devices (CIVO)
Prescription Use (Part 21CFR 801 Subpart D)

S2000 510(k) Submission Page 36 of 54
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: £1304 Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ______________

A[ [ VV Color Amplitude Color Combined Other
Doppler jDoppler Imaging (Specify) (Seiy

Fetal P P P P p p BMDC Note 2 34 57810
Abdom inal P P P p P p BMDC Not 2 4 7 10

lntraolperative
Abdominal
lntraolperalive
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

TrnvgnlP P P P p P BMvDC Note 23 4 567 8
Transvginal10

Transu retbral
Intravascular
Peripheral vessel
La pa roscopic
Musculo-skeletal
Conventional __________

Muscuio-skeletal
Superficial
Other (specify) _________________________________________

N = new indication; P previously cleared by FDA K#'s 052410, 051139, 041319, 032114, 022567, 002807, 973767, 063085,
K090334,1K093812,1<111674

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent Imaging
Note 7 B&V/ SieScape panoramic imaging(Ds in-1
Note 8 Power SieScape panoramic imaging Division of riooica Devices
Note 10 Clarify VE vascular enhancement technology Office of in Vitro Diagnosic Device Evaluain and Safety

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)
Prescription Use (Part 21CFR 801 Subpart D)

S2000 510(k) Submission Page 37 of 54
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if Known):

Device Name: VTM TEE Transducer 'or use ihAUO 20
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A piaonB N1] PWI) CWD Color Poer Color Combined Farmunic
Aplca~~nJ - Doppler (Amplitude) IVelociry (Specify) Intalim, IOther

A 1  Doppler Imaging -, (Specify)

OphthalmicI _____J________I_________ 
_______________

Fetal ___ ____ ______ ____ _____

Abdominnl P p p p p p P. J P ote 4
[numoperative I1
Abdominal __ ___I__________________________________

Pediatric t P p P. p_ Note 4
Stmall Organ T
Neonatal Cephalic
Adult Cephalicj ____ ______ j _____ ______

Cardiac P PjP P j P Note 4
Trans-esophaucal PP P P P P [ * I P Note 4

T r a n s v a g i n a l- -_ _ _ _

T ransrcct al _ _ _j

intravascular

peripheral Vessel

Laparoscopic

MIUSettlo-skeleta

(conventional) __ _____ [ _____1___ ______

NI ttSCU I -sic ceta I

(Superficial)
Other (specify)
P=previously cleared by the FDA under premarkel notifications #1<052410, #KO51 139, #K<041319, #1<032114. and #K<022567,
1<093812, KI 11674

Additional Comments:
*Combinations include: B+MI, B4p\VD, B+CWD. BiColor Doppler, B-NI+ Color Doppler. B-,-P WD±Color
Doppler, B+CWD4Color Doppler, B+Power Doppler.

BiMI-POWER DOPPLER, R±PVD-IPOWER DOPPLER, B-+CWD+POWER DOPPLER, B-sCLARIFY \'E

Note 2 Ensemble tissue harmonic imaging
Note 4 Tissue Equalization Technology
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21ICFR 801 Subpart D)

(Dtivi on Stgnsotfo
DfieOfI isto n Of radiologtca DevicesOffceofInVtroDiagnostic Dem1e Evaluaton and Safet

S2000 510(k) Submission Page 38 of 54



Page 39 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: AcuNav SF Ultrasound Catheter 'or use with ACUSON 32000
Intended Use: Catheter is intended for intra-cardiac and intraluminal visualization of cardiac

and great vessel anatomy and physiology as well as visualization of other

devices in the heart of adult and pediatric patients.

N1ode of Oprto _-ColorOther

Clinical Application A B N1 PWD CWD Color Power Clr Combined Ohr
Doppler (Amplitude) Velocity (Specify) HaLrmonic

_________________ ______ -Dopler -Imai Imaging

Ophii
Fetal
Abdominal _____________________________ ____

[ntraoperative
(Vascular)
In tioperative

(Neurolooical) ___I_ _ _ _ _ _ __ _ _ _

Pediatric - Pl p p7- p pP
Small Organ --- I ______________

(Speciy II

INeonatal Cephalic ______

A dult Cehalic 
____________

Cardiac, JPIP P P P P P ____

Trans-eoagialI

ITransurethral
I Intra-Luminal -- P P P P P P P

Peripheral Vessel
L1aparoscopic
Niuse u I-skeletal
Conventional
NIusculo-skeleial- -]

SuperficialP PPP ______ _____

Other (Intra-Cardiac) P P P___ __________ P ______ ______ ______

P=Previously cleared by the FDA K992631, K0360 K042593, K071234, K0382 K1 11574

Additional Comments:
.-Combinations include: B-. B+PWD. B-CWD. B+Color Doppler, B+-l- Color
Doppler, B+PWD+Color Doppler. B+-CWD+Color DopplIer, B3-Power Doppler.

B-f-M+POWER DOPPLER. B-4PWD±POWER DOPPLER, B±CWD±POWER DOPPLER

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)

olisiori 6f RactIogicaJ Devices
office of in Viir Duagnostic Device Evaluation and Safety
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: AcuNav l OF Ultratsound. Catheter for us, with ACUJSON S2009
Intended Use: Catheter is intended for intra-cardiac and intraluminal visualization of cardiac

and great vessel anatomy and physiology as well as visualization of other
devices in the heart of adult and pediatric patients.

A - ~~~lode or Operationc, ____

Clinical Application A B M PW CW Color Powver Color Cobined Other:
Doppler (Amplitude) Velocity (tSpeccify) Harmonic

Doppler JjflU _________

Fetal
Abdominal
Itraoperative
(Vascular)
Intraoperative
(Neurological) ____ ______I

Pediatric P P P P P P I_____ _____

Small Org-an
(S nec it')*

Adult Cephalic I ___ I ______________

Transrectlat_______ ___________

Transvauinal ___

Transurerhral [I______________________.I________
Intra-L-Uminal L P P P P P P [ _____I______

Peripheral Vessel
Laparoscopic
Mtuse un-skeletal
Conventional
'Muscu Ic-skeletal
Superficial
Other (Inra-Cardiac) P IP IP P P P P _____

P=Previously cleared by the FDA K992631, K033650, K042593, K071234, K093812, KI111674

Additional Comments:
*Combinations include: B4-N4.I B4-PWD, B'-CWD, BtColor Doplel Bi-Mi Color
Doopler. B+PWD±Color Doppler. B-C WD-Color Doppler. B-Power Doppler,

B+XlI+POWERt DOPPLER, B+PWD+POWER DOPPLER, B-4CWD+POWER DOPPLER

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)

(DI io Sign-o
Division tRadiologica ee

office of In Vitro Diagnostic Device Evaluation add Safety

510K A4
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